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We, Makoto Kanebako and Hitomi Chiba, declare as follows 

1. We are researchers in KOWA Company Fuji Research Laboratory. We are familiar with the 
Office Actions, cited references and claims of the above-referenced application. 

2. In order to establish the criticality of a melting point temperature of 40°C or higher, the 
following experiments were performed. Gel-cream formulations were prepared as described in 
U.S. Application No. 10/521,958 for Example Formulations 1-3 and Reference Formulations 1-8. 
See Table 1 (attached). 

3. Example Components Glyceryl monostearate, Sorbitan monostearate and Stearyl alcohol 
having a melting point of 40°C or higher were compared to analogs having a melting point of 
less than 40°C. The Example and Reference Components are shown in Table 2 (attached). 



Dear Sir: 



-1- 



2 00 8 1 1 /2 7 THD 13:31 FAX 0 3 3 66 9 6 573 ^fn#fF*BJ?r 



0 00 6/00 7 



Application No.: 10/521,958 
Filing Date: January 21, 2005 

4. Example 1 and References 1 and 2 relate to glycerin fatty acid ester. As shown in Table 2, 
Glyceryl monostearate has a melting point higher than 40°C, but Reference Components 1 and 2, 
Glyceryl undecylenate and Glyceryl isostearate have melting points under 40°C. In the case of 
Glyceryl undecylenate, the melting point is 36°C, just under 40°C. Referring to Table 1, there is 
no phase separation for Glyceryl monostearate even at one month, whereas phase separation in 
the two Reference Components is observed at 2 weeks. We conclude that within the genera of 
glyceryl fatty acid esters, only species having a melting point of 40°C or higher (such as Glyceryl 
monostearate) can be stored without phase separation in a gel-cream formulation. 

5. Example 2 and References 3, 4, and 5 relate to Sorbitan fatty acid ester. As shown in Table 2, 
Sorbitan monostearate has a melting point of 40°C or higher. Sorbitan monostearate was 
compared to three analogs. Sorbitan monoisostearate and Sorbitan monooleate both have the 
same number of carbon atoms as Sorbitan monostearate (18) but lower melting points. Sorbitan 
monolaurate has 12 carbons. As shown by the Data of Table 1, there is no phase separation for 
Sorbitan monostearate having a melting point of 40°C or higher at one month storage. In 
contrast, Reference Components 3 and 5 showed phase separation at 2 weeks and Reference 
Component 4 showed phase separation at one month. We conclude that gel-cream formulations 
which include Sorbitan fatty acid esters with a melting point of 40°C or higher can be stored 
without phase separation while analogs having a melting point below 40°C cannot be stored 
without phase separation. 

6. Example 3 and References 6, 7, and 8 relate to fatty alcohol. As shown in Table 2, Stearyl 
alcohol has a melting point of 40°C or higher. The Reference Components, Octyl alcohol, Decyl 
alcohol and Lauryl alcohol, all have melting points below 40°C. As shown in Table 1, gel- 
creams formulated with Stearyl alcohol do not show phase separation at one month while the 
formulations using the fatty alcohols having lower melting points were not even stable initially. 
We conclude that fatty alcohols having a melting point of 40°C or higher are effective in gel- 
cream formulations to prevent separation upon storage whereas fatty alcohols having a melting 
point below 40°C are not effective. 
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7. The stabilizing effect of surfactants having a melting point of 40°C or higher in gel-cream 
formulations and the criticality of the higher melting point could not have been predicted based 
upon the disclosures of Kimura (JP 10-182458) and Inagi (US 4309414). 

8. We declare that all statements made herein of our own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful, false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
codes and that such willful, false statements may jeopardize the validity of the application or 
patent issuing therefrom. 




MAKOTO KANEBAKO 



Dated: /Uove^ber I ^ t "^ro^ 



By: 



HJTOMI CfflBA 



6210636 
110708 
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